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1) (twice amended) [Aii impiovcd ] A multi-layered osmotic device for the controlled 
delivery of one or more active agents to one or more environments of use wherein the osmotic 
device comprises: 

a) a compressed core comprising a first active agent and an osmotic agent for controlled 
and continuous release of the first active agent; 

b) a semipermeable membrane surrounding the core and having a preformed passageway 
therein, said semipermeable membrane being permeable to a fluid in the environment 
of use and substantially impermeable to the first active agent; 

c) an inert, completely erodible or water soluble polymer coat comprising 
poly(vinylpyrrolidone)-(vinyl acetate) copolymer partially or substantially completely 
surrounding the semipermeable membrane and plugging the passageway in the wall; 
and 

d) an extemal coat comprising a second active agent for immediate release of the second 
active agent, wherein the first active agent is released firom the core after the polymer 
coat has partially or completely dissolved or eroded, and the first and second active 
agents are released into the same or different environments of use to provide a 
controlled delivery of the one or more active agents. 

2) (original) An osmotic device according to claim 1 wherein the compressed core further 
comprises poly(vinylpyrrolidone). 

3) (original) An osmotic device according to claim 1 wherein the semipermeable membrane 
consists essentially of cellulose acetate and poly(ethylene glycol). 

4) (original) An osmotic device according to claim 1 wherein the extemal coat comprises 
poly(vinylpyrrolidone) and poly(ethylene glycol). 

5) (original) An osmotic device according to claim 1 wherein the second active agent in the 
extemal coat comprises a therapeutic agent. 

6) (original) An osmotic device according to claim 1 wherein the first active agent in the 
core comprises a therapeutic agent. 

7) (original) An osmotic device according to claim 1 wherein the second active agent in the 
extemal coat comprises a therapeutic agent and the first active agent in the core 
comprises a therapeutic agent. 
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8) (original) An osmotic device according to claim 7 wherein the first and second active 
agents are the same. 

9) (original) An osmotic device according to claim 8 wherein the first and second active 
agents are theophylline. 

10) (original) An osmotic device according to claim 1 wherein the second active agent in the 
external coat comprises a therapeutic agent and the first active agent in the core 
comprises a different therapeutic agent. 

1 1) (original) An osmotic device according to claim 10 wherein the first active agent is 
pseudoephedrine and the second active agent is loratadine. 

12) (original) An osmotic device according to claim 10 wherein the first active agent is 
ranitidine and the second active agent is a combination of ranitidine and cisapride. 

13) (original) An osmotic device according to claim 10 wherein the first active agent is 
pseudoephedrine and the second active agent is astemizole. 

14) (original) An osmotic device according to claim 10 wherein the first active agent is 
diltiazem and the second active agent is enalapril. 

15) (original) An osmotic device according to claim 1, wherein the one or more environments 
of use comprises a first environment of use and a different second environment of use. 

16) (original) An osmotic device according to claim 15, wherein the first environment of use 
is the gastric region and the second environment of use is farther down the 
gastrointestinal tract of a mammal. 

17) (original) An osmotic device according to claim 1, wherein the first and second active 
agents are released into the same environment of use. 

18) (original) An osmotic device according to claim 1, wherein the controlled delivery of one 
or more active agents includes one or more of pH-dependent, pH-independent, difi^usion 
controlled, dissolution controlled, pseudo-zero order, zero-order, pseudo-first order, first- 
order, second-order, rapid, slow, delayed, timed, and sustained delivery. 

1 9) (original) An osmotic device according to claim 1 , wherein at least a portion of the 
polymer coat dissolves or erodes in fluid present in an environment of use after the 
external coat has at least partially dissolved in an environment of use. 
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20) (original) An osmotic device according to claim 1, wherein the polymer coat is one or 
more of soluble in the same environment of use in which the external coat is soluble, and 
soluble in the same environment of use in which the core is soluble. 

21) (original) An osmotic device according to claim 1, wherein the semipermeable membrane 
comprises a plasticizer and one or more of a cellulose ether, cellulose ester and cellulose- 
ester-ether. 

22) (original) An osmotic device according to claim 1, wherein the external coat further 
comprises poly(vinylpyrrolidone). 

23) (original) An osmotic device according to claim 1, wherein the polymer coat further 
comprises one or more of talc and poly(ethylene glycol). 

24) (thrice amended) A multi-layered osmotic device for the controlled delivery nf one or 
more active agents to one or more environments of use wherein the osmotic device 

mmpriseR- 

a) a compressed core comprising a first active agent and an osmotic agent for controlled 
and continuous release of the first active agent; 

b) a semipermeable membrane surrounding the core and having a preformed passageway 

therein^ s;aiH siemipermeahle memhT^ne being permeahle to a fluid in the environment 

of use and substantially impermeable to the first active agent; 

c) an inert, completely erodible or water soluble polymer coat partially or completely 
surrounding the semipermeable membrane and plugging the passageway in the wall; 

and 

d) an external coat comprising a second active agent for immediate release of the second 

ar.tivp agent^ wherein thft fir<st active ag^nt i<g releajged from the core after the polymer 

coat has partially or completely dissolved or eroded, and the first and second active 

agents are released into the same or diflFerent environnnent<s of iifse to provide a 
controlled delivery of the one or more artive agents 

25) (thrice amended) A multi-layered osmotic device for the controlled delivery of one or 
more active agents to one or more environments of use wherein the osmotic device 
comprises! 

a) a compressed core comprising a f\r^i active agent and at least one osmotic agent for 

controlled and continuous release of the first active agent; 
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b) a semipermfiahle memhrane siirrnunding the core and having at least one preformed 

pafssiflgeway therein; 

c) an inert, completely erodihle or water sohihle polymer coat partially or completely 
surrounding the semipermeahle membrane and plugging the passageway in the wall; 

anH 

d) an external coat comprising a second active agent for immediate release of the second 
active agent, wherein the first active agent is released from the core after the polymer 
coat has partially or completely dissolved or eroded, and the first and second active 
agents are released into the same or different environments of use, 

26) (thrice amended) A multi-layered osmotic device for the controlled delivery of one or 
more active agents to one or more environments of use wherein the osmotic device 

comprises! 

a) a cnmpressed cnre mmprising a first active agent anH at leafst one osmotir: agent for 
oontrolleH and continuous release of the first active agent; 

b) a semipermeahle membrane siirronnding the c^re and having at least one preformed 
passageway therein; 

c) an inert^ completely erodihle or water sohihle polymer coat partially or completely 
snrronnding the semipermeahle membrane and plugging the at least one preformed 
passageway in the wall; and 

d) an evtemal coat comprising a second active agent for release of the second active 
agent^ wherein the first active agent is released from the core after the poljmier coat 
has partially or completely dissolved or eroded^ and the first and second active agents 
are released into the same or different environments of use 

27) (thrice amended) A multi-layered osmotic device for the controlled delivery of one or 

more active agents to one or more environments of use wherein the osmotic device 

comprises! 

a) a compressed core comprising a first active agent and at least one osmotic agent for 
controlled and cnntinuoiis release of the first p^ctive agent; 

b) a semipermeable memhrane snrronnding the core and having at least one preformed 
passageway therein; 
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C) an inerf^ rnmpletely emdihlft nr water snliihlft polymer mat partially or cninpletftly 

<;nrrniinding the semipermeahle memhrane and plugging the at least one preformed 

passageway in the wall; and 

d) an external coat eomprising a serond aetive agent for immediate^ rapid^ delayed^ <^low^ 

sustained, pseudo-first order, psendo-zero order, timed, controlled nr cnmhinatinn 

thereof relea5;e of the seeond aetive agent^ wherein the fir<;t artive agent is releaf^ed 

from the core after the polymer coat has partially or completely dissolved or eroded, 
and the first and second active agents are released into the same or different 
environments of use. 

28) (Previously added) The multi-layered osmotic device of claim 24, 26 or 27, wherein 
the first and second active agents each comprise a therapeutic agent, 

29) (Previously added) The multi-layered osmotic device of claim 24, 2.^, 26 or 27, wherein 
the first and second active agents are the same, 

30) (Previously added) The mnlti-layered osmotie deviee of elaim 74^ I fs or 77^ wherein 

the first and second active agents are different. 

3 1 ) (Previously added) The mnlti-layered osmotie device of claim 74^ 96 or 77^ wherein 

the first and second active agents are released into different environments of use. 

32) (Previously added) The mnlti-layered osmotie device of claim 74, 7^^ 76 or 77, wherein 
the fir?gt and f^econd active agents are released into the same environment of nse 

33) (Previously added) The mnlti -layered osmotic device of claim 74^ 7S^ 76 or 77^ wherein 
the controlled delivery of one or more active agents includes one or more of pH- 
dependent^ pH-independent, diffiision c^ntrolled^ dissolution controlled^ pseiido-yero order^ 
zero-order^ psendo-first order^ first-order, second-order^ rapid^ slow^ delayed, timed, and 
sustained delivery 

34) (Previously added) The multi-layered osmotic device of claim 1 , 24, 7.5, 26 or ?.7, 

wherein the first and second active agents are independently selected at each occurrence 

from the group consisting of antihacterial, antihistamine, decongestant^ anti-inflammatoiy, 

antiparasitic^ antiviral, local anesthetic^ antifiingal^ amoehicidal, trichomonocidal, analgesic, 

antiarthritic, antiasthmatic^ anticoagulant, anticonvulsant, antidepressant, antidiahetic, 

antineoplastic^ antip?^ychotic^ nenrnleptic, antihypertensive^ muscle relaxant^ d epressant, 
hypnotic^ sedative^ psychic energiyer, tranquilizer^ antiparkinson^ muscle c ontractant, 
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anti-mirrnhial^ antimalarial^ hormonal^ mntrarftptivft^ gympathntnimfttiCj Hiiiretinj 
hypoglycemic^ ophthalmiCj electrnlyte^ diagnostic anH card avascular agent 

35) (Previously added) The multi-layered osmotic device of claim 1 , 74, 25, 26 or 27, 

wherein the first and second active agents are independently selected at each occurrence 
from the group consisting of pesticide^ herhicidgj insecticide^ antiovidantj plant growth 
instigator, steriliy^tion agent, catalyst^ chemical reagent^ food prodnct^ nutrient^ cosmetic^ 
vitamin, sterility inhibitor, fertility instigator, microorganism, flavoring agent^ sweetener^ 
and cleansing agent 

36) (Twice amended) A multi-layered osmotic device for the controlled delivery of one or 

more active agents to one or more environments of use wherein the osmotic device 

comprises* 

a) a compressed core comprising a first active agent and at least one osmotic agent for 
controlled and continuous release of the first active agent; 

b) a semipermeable membrane surrounding the core and having at least one preformed 

passageway therein; 

C) an inert, completely erodible or water soluble polymer coat partially or completely 
surrounding the semipermeable membrane and phigging the passageway in the wall 
and comprising poly(vinylpyrrolidone)-(vinyl acetate) copolymer and a second 
polymer; and 

d) an external coat comprising a second active agent for immediate release of the second 
active agent, wherein the first active agent is released from the core after the polymer 
coat has partially or completely dissolved or eroded, and the first and second active 
agents are released into the same or different environments of use. 

37) (Canceled) 

38) (Previously added) The multi-layered osmotic device of claim 16, wherein the 
semipermeable membrane comprises a plasticizer and one or more of a cellulose ether^ 
cellulose ester and cellnlose-ester^ther 

39) (Previously added) The multi-layered osmotic device of claim wherein the polymer 
coat fiirther comprises one or more of talc and poly(ethylene glycol) 
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40) (Twice amended) The multi-layered osmotic device of claim 1, 24, 2f), 26 or 27, wherein 

the inert, completely erodihle or water soluhle polymer coat comprises at least two 
different polymers. 

41) (Previously added) The multi-layered osmotic device of claim 1 , 24, 25, 26 or 27, 
wherein the delivery of the first active agent is delayed with respect to delivery of the 
second active agent, 

42) (Previously added) Thf* mnlti-layftrftd ngmntir dftvirft nf rlaim 1 ^ 94^ 7^ nr 97^ 
wherein the fir<st active agent is ranitidine and the <seconH artivp agpnt is a mmhination of 

ranitidine and cisapride. 

43) (Previously added) The mnlti-layered o<smntin Hevine nf rJai'm 1 ^ 74^ 96 nr 97^ 
wherein the first active agent p<senHriephedrine and the semnd active agent is 
astemiynle 

44) (Previously added) The mnlti-layered nsmotie device of claim 1 ^ 94^ 9S^ 96 or 97^ 

wherein the first active agent is psendoephedrine and the second active agent is 

loratadine 

45) (Previously added) The multi-layered osmotic device of claim 1 , 24, 25, 26 or 27, 

wherein the fir<; t active age nt is diltiazem and the <^econd fictive agent i?; enalapril, 

46) (Previously added) The multi-layered osmotic device of claim 1 , 24, 25, 26 or 27, 
wherein the first and second active agents are theophylline, 

47) (Previously added) The multi-layered osmotic device of claim 1 , 24, 25, 26 or 27, 
wherein the first active agent is a decongestant and the second active agent is an 

antihistamine 

48) (Previously added) The multi-layered osmotic device of claim 1 ^ 94^ 9^^ 9^ or 97^ 
wherein the first active agent is a first antihypertensive agent and the second active agent 
is a different second antihypertensive agent 

49) (Previously added) The multi-layered osmotic device of claim 1^ 94^ 9^^ 96 or 97^ 
wherein the first active agent is a gastric acid inhihitor and the second active agent is a 
gastrointestinal emptying adjunct agent 

50) (Amended) A multi-layered osmotic device for the controlled delivery of one or more 
active agents to one or more environments of use wherein the osmotic device c omprises: 
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a) a romprftSQftH mre rompHRing a first artivft agent anH at Ipagf one nRmntio agftnt for 
cnntrnlleH and cnntiniiniis release of the first artive agent; 

b) a semipermeahle memhrane surrounding the rnre and having at least one preformed 
passageway therein; 

c) an inert, completely erndihie or water snhihle polymer coat partially or completely 

snrronnding the semipermeahle memhrane and plugging the at least one preformed 

passageway in the wall, wherein the inert, completely erodihie or water soluble 

polymer coat comprise?^ poly(vinylpyrrolidnne)-(vinyl acetate) copolymer; and 

d) an external coat comprising a second active agent for release of the second active 

agent^ wherein the first active agent is released from the core after the polymer coat 

has partially or completely dissolved or eroded, and the first and second active agents 
are released into the same or different environments of use, 

5 1 ) (Amended) The multi-layered osmotic device of claim 50, wherein the inert, completely 
erodihie or water soluble polymer coat fiirther comprises a second pol>Tner, 

52) (Previously added) The multi-layered osmotic device of claim 50, wherein the 
semipermeable membrane comprises a plasticizer and one or more of a cellulose ether, 
cellulose ester and cellulose-ester-ether, 

53) (Amended) A multi-layered osmotic device for the controlled delivery of one or more 
active agents to one or more environments of use wherein the osmotic device comprises: 

a) a compressed core comprising a first active agent and at least one osmotic agent for 

controlled and continiions release of the first active agent; 

b) a semipermeahle membrane surrounding the core and having at least one preformed 

passageway therein; 

c) an inertj completely erodihie or water soluble polymer coat partially or completely 
surrounding the semipermeahle memhrane and plugging the at least one preformed 

passageway in the wall and comprising poly(vinylpyrrolidone)-(vinyl acetate) 
copolymer; and 

d) an external coat comprising a second active agent for immediate, rapid, delayed, slow, 
sustained, pseudo-first order, pseudo-zero order, timed, controlled or combination 

thereof release of the second active agent^ wherein the first active agent is released 
from the core after the polymer coat has partially or completely dissolved or eroded^ 
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and the first and second active agents are released into the same or different 

pnvirnnment<^ of use 

54) (Amended) The mnlti-lflyereH osmotir Hftvine nf claim Sl^ wherftin the inftrt^ rnmpletftly 

eroHihIe or water <soliihle polymer coat fiirther comprises a 5;ecnnd polymer 

55) (Previously added) The multi-layered osmotic device of claim 5X wherein the 
semipermeable memhrane comprises a plasticizer and one or more of a cellulose ether, 
cellulose ester and cellulose-ester-ether, 



